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INT20DUCTION s

.IT IS AN HONOR TO BE INVITED TO ADDRESS THIS GROUP. IT ﬁAs
MY uRIVILEéE 0 ACCEPT THE INVITATFTON AND MY PLEASURE TO BE WITH
YOU TODAY, _ . -

MR, KITTLESTADT INFORMED ME THAT THE MAJORITY OF THOSE IN
THE AUDIENCE ARE ?ART*fIME EMPLOY=ZES OoF THE CErRTAIN-T=ED tORPOR*
ATION, PHYSICIANS WHO PROVIDE SERVICE TO'CERTAIN~TEED. IT 1s THE
PURPOSE OF MY PRESENTATION TODAY 70 CALL ATFENTION TO THE EVOLV-
ING CONCEPTS OF FEDZRAL REGULATION OF SAFET(, HEALTH AND ENVIRON- ~
MENT IN THE U.S. AND THEIR IMPLICATIONS FOR PROFESSIONALS WITH
RESFONSIBILITY IN THESE AREAS. [HERE ARE EXTENSIVE PROFESSIONAL
RAMIFICATIONS OF THESE CHANGING PHILOSOPHIES TO THE iNDIVI?UAL
PRACTITIOHER., [T IS EVEN MORE DIFFICULT TO TRANSLATE THESE IM-
PACTS TO THE ROLé OF THOSE FULFILLING A PART-TIME MEDICAL RESPON-

SIBILITY, THAN IT IS TO RELATE THEM TO THOSE SERVING AS FULL-TIME
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CORPORATE OCCUPATIONAL PHYSICIARS. IN FACT, IT WILL BE YOUR RE-
SPON.IBILITY TO SUPERIMPOSE ON MY PRESENTATION THE ADAPTATION OF

THE ~ART-TIME PHYSICIAN TO THE RES’ONSIBILiTIES AND NEEDS DE-

SCRInED. _
FIRST,,WE SHOULD RéCOGNIZE THAT MUCH OF WHAT waL BE DISCUS-
SED S CONTROVERSIAL., THIS IS A P:RIOD OF TRANsiTION, IN THE
SENSF OF CHANGES FROM THAT WHICH EXISTED PRIJR TO THE LATE 1960's
IN THE FIELDS OF OCCUPATIONAL SAFETY AND HEA_TH AND THE’ENVIRON-_
MENT. ALSO, IT IS A TRANSITION IN THE MORE IMMEDIATE 3ENSE OF
THE NEW ADMINISTRATION IN WASHINGTON. [T IS ALREADY IN THE PRO-
CESS OF ALTERING SOME OF THE PROCEDURES AND APPROACHES THAT WERE
FORMULATED'DpRING THE PREVIQUS.ADQINISTRATIOﬂ. .
In 1959 THERE WERE VERY FEW REGULA%IONS AFFECTING THE CHEMI-

CAL iINDUSTRY AND THE ENViRONMENT, EITHER THE ENVIRONMENT OUTSIDE

OR INSIDE THE WORKING FACILITY. SOME OF THE ACTS, LAWS AND REGU-

-

LATIONS WHICH HAVE SINCE COME INTO EFFECT ARE AS FOLLOWS:
THE CLeaN A1r AcT; THE Ciean YWaTER Act; THE OCCUPATIONAL SAFE-

TY AND HeaLTH AcT; THE Mine SArFeTY anD HeavrTH Acts; THE CoasTAL ZONE
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3
‘tianAC EMENT AcT; THE ENDANGERED SPECIE§ Act; rHE.ENERGY SuPPLY AND
. ENvII.ONMENTAL COORDINATION AcT; *THE FEDERAL INVIROHMENTAL PESTICI-
pe. CuntroL Act; The FepeErAL InsecTicips, FunGicIDE AND RODENTICIDE
Act; Tre FisH anp WiLbLIFE CooRrbINATION AcT; THE HAzARoOUS MaTeR-
1ALS TRANSPORTATION ACT;'THE MARIN<= PROTECTION RESEARCH AND SAMCTU-
ARIE¥ Act; THé Resources CONSERVATI(ON AND RE:OVEBY Act; THE SoLID
WasT: DisposaL AcT; THE NEW Toxic SuBsTANCES ConTROL AcT; THE TRANS-
PORTATION SAFETY AcT; AND THE ConsJmMeEr ProbucT SAFETY AcT. VIRGUAL-
LY ALL OF THESE STATUTES DEEPLY INVOLVE THE SCIENTIFIC, TECHNICAL
AND BUSINESS COMMUNITIES AND YET THESE GROUPS HAVE ONLY OF LATE BE-
COME AWARE OF THE RELEVANCE OF THIS LEGISLATION TO THEIR EVERYDAY
LIFE, AND TOijEM IN THEIR ROLES AS PRACTICING PROFESSIONALS 5N5
BUSINESSMEN., [HERE IS LiTTLE DOUBT THAT IN RETROSPECT THE PAST iO
70 15 YEARS WILL BE CHARACTERIZED BY MANY AS A PERIOD OF MAJOR |
FEDERAL INITIATIVES TO REGULATE TECHNOLOGICAL AND SCIENTIFIC AS-
PECTS OF OUR COMPLEX SOCIETY;. A RECENT 1SSULE oF BUSINESS WEEK pe-
VOTES 1TS MAJOR ;TORY TO THIS SUBJECT, WHICH IT CALLS "GOVERNMENT

INTERVENTION", ALMOST ALL OF THE AFOREMENTIONED STATUTES ARE DE-

YOTED TO REGULATING THE CHEMICAL E.NVIRONMENT.

B 4
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To FURTHER STRESS THE EXTENT.9F GOVERNMENT INVOLVEMENT, LET
US BRIEFLY LOOK AT THE STAFFING' OF SELECTED FEDERAL REGULATORY
AGEN:IES., THE ENVIRONMENTAL PROTECTION AGENCY NOW EMPLOYS AP-
prox :MaTELY 10,000; THE‘?ROPOSED.E?A BUDGET'OFFERED BY THE CARTER
ADMIHISTRATION ADDS ovsé 600 posiTioNs, 182 oF WHICH WILL BE ALLO-
CATE) TO ADMIMISTERING THE NEW ToxIic SUBSTANCES ContreL Act. In
FACT. AT THE RICENT APPROPRIATIONS HEAéINGs For EPA, VR, Joun
QuarR_ES, AcTIN3 ADMINISTRATOR OF THE AGENCY, INFORMED THE Com-
MITTZE THAT By 1980 THE. ADMINISTRATION OF THE TOXIC SUBSTANCES
CONT?OL ACT WOULD REQUIRE AN AGENCY ABOUT THE SIZE OF THE Foop
AnD DRuG ADMINI;TRATION, THAT 1S, ABoOuT 7,0{0 PErsons AND A $250 °
X 106 ANNUAL BUDGET.

THE OCCU;ATIONAL SAFETY AND HEALTH.ADMIQISTRATION EMPLOYS
APPFOXIMATELY 2,700; THE Mine EﬁFORCEMSNT AND SAFETY ADMINISTRA-
TION EMPLOYS APPROXIMATELY 2,400; THE FOOD'AND Drue ADMINISTRATION
emPLOYS ABouT 7,000. THe Consumer Propuct SAFeTY Commission: 900,
THESE ARE SUBSTA&TIAL NUMBERS OF FEDERALLY EMPLOYED REGULATORS.

ALL TOLD, [ BELIEVE THERE ARE SOMEWHERE IN THE NEIGHBORHOOD OF

85,000 FEDERAL EMPLOYEES PERFORM'HG REGULATORY FUNCT{CME WHICH

ASARCO ELP 0004090




5
COULT AFEECT THE PROFESSIONAL SCIENTIFIC AND TECHNICAL COMMUNITY,
THE £MPLOYMENT FIGURES FOR THE STA™E AND LOCAL GOVERNMENTS EMPLOY-
ING /DDITIONAL INDIVIDUALS FOR DUT:ES RELATE.) TO THE SAME STATUTES,
AND I ONITORED EY THE FEQERAL GOVERIMENT IN %HEIR ACTIVITIES, ARE
HARDLR TO COME BY AND I EANNOT OFFER THEM HEZRE. |

THERE CAN BE ENORMOUS AND DRAMATIC REPEZRCUSSIONS 9F REGULATORY
ACTICN IN THE AREA OF SCIENTIFIC DECISION.MAKING. THE MOST RECENT
EXAMILES OF THIS ARE THE {00D AND DRUG ADMINISTRATION BAN ON SAC;
CHARIN, CALLED FOR BY THE DELANEY "LAUSE IN THE PURE FooD AND
Drue Anp CosmeTics Act oF 1958, anp THE FEpERAL COURT DECISION
TO HALT CONSTRUCTION OF THE TELLICO DAM IN THE.TENNESSEE VaLLEY
AUTHORITY ELECTRICITY GENERATING GRID, ON THE BASIS OF THE PROVIS-
10NS OF THE ENDANGERED Seecies Act oF 1973.

IT IS NOT MY PURPOSE TO ARGUE THE MERITS OF EITHER OF THESE
CASES HERE. SUFFICE IT TO SAY THAT THE PUBLIC IS THOROUGHLY CON-
FUSED WITH RESPECT TO THE MERITS OF BOTH DéCISIONS. FURTHERMORE,
IN BOTH CASES, TQERE ARE VALID SCIENTIFIC ARGUMENTS WHICH COULD

SUPPORT OR REFUTE THE DECISIONS REACHED, IN OTHER WORDS, DECIS-

10NS SUCH AS THESE TWO ARE, INDEED, ON THE FOREFRONT CF OUR KNOWLERTE
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OF THE PARTICU.AR SUBJECTS INVOLVED,‘AND REGUIRE EXTRAPOLATION
FROM THE AVAILABLE DATA BASE, WITH ALL THE INDIVIDUAL SUBJECTIVE
DISTIRTIONS INHERENT IN SUCH EXTRAPOLATION: IN THE éAéE OF THE
DELA'IEY CLAUSE. THE FLEXIBILITY OF THE REGULATOR IS NCN~EXISTENT;
THE JTATUTE INCORPORATE;'THE EXTRA>OLATION GF EFFECTS TO MAN ON
THE J4ASIS OF A ZERO EXPPSURE THRESAOLD FOR CARCINOGEN RESPONSE BY
ANIMALS

How SHOULD MEMBERS OF THE MEDICAL, SCIENTIFIC, TECHNICAL AND
BUSI:IESS COMMUNITIES RELATE TO THESE LEGISLATIVE PRODUCTS? MWHAT
OPTIUNS ARE AVAILABLE? MWHAT HMAS BZEN OUR ROLES TO DATE? FIRST,
LET 1S EXAMINE THE NATURE OF THE RZGULATORY ENABLING LEGISLATION

AND THEN PROCEED TO THESE QUESTIONS.,

MosT STATUTES HAVE BOTH GENERAL AND SPECIFIC PROVISIONS. THE

- gty

SPECIFIC PROVISIONS OF THE AcT.LE;Jé LIfTLE FLEXIBILITY FOR THE AD-
MINISTRATOR. AGAIN, THE DELANEY CLAUSE IS AN EXAMPLE OF SPECIFI-
CITY. THE NUMEROUS CONSENSUS SAFETY STANDARDS Anopfen BY USHA ARE
ILLUSTRATIVE OF VERY SPECIFIC REGULATIONS, THERE ARE NUMEROUS

OTHER EXAMPLES IN THE ACTS MENTIOMED EARLIER., HOWEVER, IT IS MORE
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COMMCN FOR THE STATUTE TO LAY OUT.A BROAD DIRECTION FOR THE ADMIN-
ISTR/TION OF THE ACT AND TO CHARGE THOSE, WHO THROUGH APPOIN%IVE
OR, CiVIL SERVICE QUALIFICATIONS ARE ENTRUSTE) TO ENFORZE THE STAT-
UTg, TO CONSTRUCT DETAILED ADMINIS“RATxvg'Di%éCTIVEs FOR THE RE-
GULA™ORY FORCE IN THE F;ELD. ExamMpLES OF THIS APéROACH ARE THE
RULES FOR STAT!OMARY SOURCE EMISSINNS TO THE ATMQSPHERE; WHICH THE
EPA .SSUES UNDER THE AUTHORITY OF THE C;;AN A1r AcT. cPA SPEciFies
THE $ TANDARDS vHAT WILL BE MET, THI MANNER OF }sstNG THE STATION-
ARY SOURCE, AND THE REPORTING SCHEME FéR RESJLTS OF SUCH TESTiNG.
iN THE cASE oF THE OccupatloNAL SASETY AND HEALTH ACT, THE STAT-
UTE STATES THAT STANDARDS MUST BE ADOPTED FOR THE WORKPLACE. A~
PROCEDURE IS -PRESENTED FOR ARRIVING AT SUCH STANDARDS. [HUS, THE )
AGENCY CAN FORM AN ADVISORY COMMITTEE TO GATHER INFORMATION IN PUB-
LiC HEARINGS. ONCE A PROPOSAL IS FRAMED BY THE AGENCY, WITH OR

WITHOUT THE AID CF AN ADVISORY COMMITTEE, THERE MUST BE A PUBLIC

HEARING. A PU3LIC COMMENTARY PERIOD FOLLOWING THE PUBLIC HEARING

"IS REQUIRED, WITHIN A SPECIFIED PERIOD OF TIME THE AGENCY MUST

THEM PROMULGATE A FINAL STANDARD. [HE EFFECTIVE DATE OF THE STANDARD

ASARCO ELP 0004093




1w wm—bs

IS SPECIFIED, USUALLY 90‘0R 180~ pays FOLLOWING THE PROMULGATION.
WITH THIS PROCEDURE, THE CONSTRAINTS .OF THE AGENCY ARE THAT THE
STANJARD PROMULGATED MUST RELFECT THE PUBLIC. RECORD GATHERED BO”H
DURI G THE HEARING PROCESS AND THROUGH wéxT%EN COMMENTARY TO THE
Acency, FoRr THOSE UNHA;PY WITH THE REGULATCRY STANDARDS PROMUL-
GATE) IN THIS .4ANNER, RECOURSE CAN BE-MAQE 10 THE OCEUPATIONAL
SAFETY AND HEA“TH COMMISSION, WHICH WAS ESTZBLISHED BY THE Occu-
PATIONAL SAFETY AND HeEALTH AcT, T4e CoMMISSION IS COMPOSED OF
THRE'S INDIVIDUALS WHO RULE ON THE MERITS OF EACH CONTEST. IF THE
DECISION OF THZ COMMISSION IS NOT SATISFACTORY TO THE REGULATEE,

-

THEN THE CHALLENGE TO THE AGENCY AND THE RECULATORY CCMMISSION DE-
CISION CAN BE ESCALATED TO THE. FEDZRAL COURT OF APPEALS AND, IF
NECESSARY, ;O-THE SupreMe Court. THIS éouase.bF EVENTS DOES OCCUR.,
FOR XAMPLE, THE RIGHT OF ENTRY TO THE EMPLCY&R PREMISES BY OSHA

INSPECTORS 1S 3EING CHALLENGED UNDER THE BILL OF RIGHTS RIGHT TO

PRIVACY AND NECESSITY FOR A SEARCH WARRANT., THIS CHALLENGE IS HOW

"BEFORE THE SUPREME COURT. IN OTHER STATUTES, THE 'DIRECT ROUTE TO

THE CoURT oF APPEALS IS MORE COMMON, A RESULT OF THE CHALLENGE TO
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THE REGULATORY AGENCY IS USUALLY A STAY dF'THE.REGULATION UNTIL
SUCH TIME AS THE COURT RULES ON THE %ERITS OF THE CASE.

41TH1& TRIS %RAMEWORK OF ADM:NISTRATfQE PROCEDURES, wHERE CAN
THE MEMBERS OF THE SCIENTIFIC, MEDICAL AND BUSINESS COMMUNITIES
CONTRIBUTE OR,';# NECESSARY, INTRUDE? THE /ERY FIRST STAGE OF IN-
VOLVEMENT IS AT THE ADVISORY LEVEL. THE ENVIRONMENTA- PROTECTION
AGeErCY HAS A SCIENCE ADVISORY BoARD WHICH R:IFERS TO THE ADMINISTRA-
TOR MATTERS OF SCIENTIFIC CONCER& THE ADMIHISTRATOR MAY ALSO RE-
FER TO THE BOARD MATTERS FOR INVESTIGATION., [MANY OF THE AGENCIES
PERFORM THEIR OWN RESEARCH. EPA HAS A VERY EXTENSIVE RESEARCH PRO-
GRAM, BUDGETED IN THE NEIGHBORHOOD OF $60-70 MILLION A YEAR., THE .
OCCUPATIONAL SAFETY AND HEALTH ADMINISTRATION IS SERVICED BY THE -
NaTIoNAL INSTITUTE oF OCCUPATIONAL SAFéTY AND HEALTH ©OR 1TS RE-
SEARCH; THE MINE ENFORCEMENT SAFETY AGENCY IS SERVICED IN ITS RE-
SEARCH BY THE BUREAU oF MINES. CiRTAIN AGENCIES CONDUYCT THEIR OWN
RESEARCH, SUCH AS FDA, IN GENERAL, THE NATIONAL INSTITUTE;~OF
\ HEALTH SERVICE A.WIDE VARIETY OF AGENCIES. ' MUCH OF THE RESEARCH |

IS PERFORMED THROUGH CONTRACTURAL MECHANISMS WITH QUALIFIED INVEST—

IGAYORS OUTSIDE OF GOVERNMENT. TdE OPPORTUNITY FOR THE INTRODUCTIORN
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OF I'ATA INTO THE DIALOGUE IS MAINLY THROUGH THE MECHAVISM OF RE-
SEAFCH, BUT IN THE REGULATORY' AREAS THAT WE ARE DISCUSSING HERE
THE éESEARCH HAS NOTORIOUSLY LAGGED THE MONJMENTAL NEZDS FOR DATA.

. AN TLLUSTRATION OF THE INADENUACY OF CJRRENT KNOALEDGE RE-
LATFS TO THE MORE THANii0,0DU PAGES OF PUBLIC RECORD ACCUMULATED
PRICR TO PROMULGATION‘BY OSHA oF A STANDARD FOR WIORKP_ACE EXPOS-
URE TO COKE OVEN EMISSIONS. THE AVAILABLE JATA PROVIDED AN IN-
ADEGUATE DOSE-RESPONSE CURVE FOR COKE OVEN EMISSIONS; BY DOSE-
RESFONSE CURVE I MEAN wﬁAT QUANTITY OF EMISSIONS INHALED FOR WHAT
PER:OD OF TIME WOULD CAUSE WHAT INCIDEN;E 07 LUNG CANCER IN THOSE
EXPOSED? FURTHERMORE, THE SPECIFIC AGENT CAUSING THE CANCER WAS

UNKNOWN, A SURROGATE MEASURE QF THE ACTIVE AGENT WAS SELECTED AS

THAT WHICH HAD TO BE MONITORED TO BE SGRE THAT COKE OVEN EMISSIONS
WERE NOT EXCESSIVE. THE OTHER ASPECT OF THE COKE OVEN STANDARD
THAT REQUIRED SCIENTIFIC AND TECHNOLOGICAL INPUT WAS THE SPECIFI-

CAT.ON OF ENG.NEERING CONTROLS FOR COKE OVENS. THE AGENCY INCLUDED

IN THE STANDARD VERY SPECIFIC CONTROLS WHICH WOULD HAVE TO BE IN-

STALLED BY CERTAIN FUTURE DATES. ALL OF THESE ABOVE MATTERS DREV
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EXTENSIVE COMMENT FROM THE PUBLIC AND FROM “HE SCIENT:FIC AND EN-
GINEERING COMMUNITIES, THE FINAL STANDARD WAS PROMULGATED AND
OCCLPIED APPROXIMATELY THREE TO FCUR PAGES' :M THE FEDERAL REGISTER,
BUT ABOUT FORTY PAGES WERE DEVOTEL TO EXPLA NING, ON Tﬁé BASIS OF
THE PUBLIC RECORD, THE ;EASONS FOF: INCLUSION OF ITEMS IN THE
ADOPTED STANDARD ON THE BASIS OF LESS-THAN-C:OMPLETE DATA.

IN MANY CASES, THE'OSHA PROCLDURES'ARE NOT FOLLOWED BY REGULA-
TORY AGENCIES. IN MANY REGULATIONS THERE I3 NO PROVISION FOR PUB-
LIC HEARING OR OTHER ADMINISTRATIVE PROCEDURES THAT WOULD BRING®
RULEMAKING INTO THE PUBLIC DOMAIN. IN THESE CASES, WHEN A RULE
APPEARS IN THE FEDERAL REGISTER, :T IS A FI{AL REGULATION ADOPTED
BY. THE AGENcY. Accorpineg 710 BUSINESS WEEK, aBout 72,000 FEDERAL -
REGISTER PAGES OF REGQLATIONS APPEARED IN 1975, INCREASED FROM
54,C00 1n 1970, THE SUBMISSION OF DATA AND ARGUMENTS BY fHE scI-
ENTIFIC COMMUNITY AND OTHERS HAS, HOPEFULLY, OCCURRED DURING THE

PER1OD PRECED]NG.ADOPTION OF THE REGULATION, AT LEAST BY CONSULT-

" ANTS AND ADVISORY COMMITTEES. ALL ADVISORY COMMITTEE MEETINGS ARE

MOW OPEN TO THE PUBLIC AND THERE ARE, CERTAINLY IN THE CASE OF EN-

VIRONMENTAL REGULATIONS, PUBLIC IWTEREST GROUPS PRESENT.
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THE SEPAFATION OF FACT FRQN.OPINION.IN TH? OFFERING OF AD-
VICE IS CRUCIAL. IT WAS MY EXPER(ENbE THAT SOME VERY REPUTABLE
CONS ULTANTS WCULD OFTEN CONFUSE THESE TWO ‘MATTERS ANh NOT DOCU-
4ENT THEIR OPINIONS. OFTEN; THE CREDENTiALS OF SUCH INDIVIDUALS'.
ARE VERY IMPRESSIVE., fﬁE INFORMED PUBLiC AVD EVEN THZ REASONABLY
WELL INFORMED AGENCY MEMBERS ARE (:ONFUSED B( TH?IR TESTIMONY OR
THE INTENT OF THE TESTI“ONYJ WHEN FACT AND DPINION ARZ NOT SEPAR-
ATED OR APPROPRIATELY REFERENCED,

ANOTHER FACET OF THE PRESENTATION OF SCIENTIFIC TESTIMONY AS
PART OF THE REGULATORY PROCESS IN THE UniTeED STATES 1S THAT THE
SAME PERSONS TEND TO ACT IN THE PBOCEEDINGS- ‘THERE I5 A SMALL
CADRE OF TH% SCIENTIFIC COMMUNITY WHO ARE D:EPLY INVOWVED IN PUB-
LIC POLICY AND THEIR NAMES TEND TO APPéAR OléR.ANb'OVER AGAIN.,

A

THE VAST MAJORITY OF THE SCIENTIF.C AND TECINICAL COMMUNITY ARE
NOT INVOLVED, THIS IS UNFORTUNATE. IT APPEARS TO ME THAT FACTS
WILL OUT BY ONE MEANS OR ANOTHER, 1E HYAVE ALL OBSE%VED TOB MANY
CASES WHERE RELdCTANT OR LATE DIVULGEMENT HAS LEAD TO MORE PROB-

{

LeMS FOR PRIVATE SECTOR COMPANIES THAN THE INFORMATION ITSELF.

i
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THE 2UBLIC IS VERY SENSITIVE TO.TFE GPOD CITIZgN ROLE OF PRIVATE
CORPIRATIONS. SECRECY OF INVOEVEPEN{S AND DATA CAN, | BELIEVE,
ONLY HARM THE IMAGE AND THE REALITY OF CORPORATIONS AMD THEIR BE-

HAVI IR,

.
L)

IT 1S APPROPRIATE THAT WE ALSO NOTE THE ROLE OF THE LEGAL

PROFSSSION VIS—A-VIS THE SCIENTIFIC COMMUNITY IN REGULATORY AC-

TIONS. THE INTRODUCTION OF SO MANY STATUTES BRINGS THE LEGAL
PROFZSSION VERY MUCH INTO THE PICTURE., EARLIER WE NOTED THAT
THE JCCUPATIONAL SAFETY. AND HEALTR ADMINISTRATION NOW EMPLOYS
APPROXIMATELY 2,700 PERSONS; APPROXIMATELY 250 OF THESE ARE LAW“-
YERS. OF THE ONE HUNDRED THOUSANT CITATIONG FOR VIOLATIONS OF

STANDARDS ISSUED BY THAT AGENCY DURING 1975 IN ITS REGULATORY

FUNCTIONS, SOME SIX THOUSAND WERE CO LESTED- LAWYERS ARE VERY .

SRR

- INVOLVED IN RESOLUTION OF SCIENTIFIC AND TEGHNICAL ISSUES. As

AN EXAMPLE, A MAJOR CASE IN OSHA LEGAL HISTORY WAS THE RELEVANCE

-

OF AIR AND BIOLOGICAL SAMPLING TO THE ESTABLISHMENT OF BODY BUR-

DENS OF LEAD. THE PROCEEDINGS OF THAT CONTEST OF CITATION READS

LIKE A TOXICOLOGY-PHYSIOLOGY TEXTBOOK. [HE COMPLEXITY OF MANY

S A POPNTS Wb oy b 0

W\
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CASE!. PLACES EXTREME BURDENS ONTHI LEGAL -COMMUNITY, AND AN ADDED
BURDE N ON THE SCIENTIFIC-TECHNICAL COMMUNITY, TO ADOPT A COMMON
LANGUAGE UNDERSTANDABLE ¥O BOTH. [T WAS MY EXPERIENCE THAT MANY
OF TLE SOLICITORS IN THE OCCUPATIONAL SAFETY AND HEALTH AceNCY
WERE VERY WELL VERSED I;.SCIENTIFIC AND TECHNICAL MATTERS. -IN-
DEED. ON SOME $UBJECTS SOME WERE BZTTER VERSZD THAN THEIR TECHNI-
CAL COUNTERPAR™S IN THE AGENCY, THE SCIENTIST OR ENGINEER, IN
TURN. WAS VERY FAMILIAR WITH THE LIGAL PROCEDURES NECESSARY UNDER
THE STATUTE AND WAS OFTEN CALLED U°ON TO APPZAR IN VARIOUS CON-
TESTS AND HEARINGS INVOLVING THE A3ENCY. FOR THE TECHNOLOGIST-
SCIENTIST, THE OVER-LAY OF FAMILIARITY WITH THE ROLE OF THE COURTS |
AND THE LEGAL PROFESSION IN THESE REGULATIONS IS A NECESSITY. )

On THE O%HéR HAND, THERE ARE THOSE WHO BELIEVE THAT THE LEGAL
PROFESSION 1S T00 DEEPLY INVOLVED IN THESE MATTERS. CERTAINLY THE
ENTRY OF THE LEGAL PROFESSION INTO THESE FIELDS HAS CAUSED SOME
CUMBERSOME PROCEDURES WHICH INEVITABLY LEAD TO DELAY, BUT LET US

NOT FORGET THAT THIS HAS ALSO CLARIFIED MANY ISSUES AND HAS, IN NO

UNCERTAIN TERMS, INDICATED THE SERIOUS INTENT OF THE REGULATORY
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AGENCIES TO BRING ABOUT SOCIETAL' CHANGES IN THESE FIELDS. AND

MOST IMPORTANT, DUE PROCESS OF LAW HAS BEEN ASSURED TO ALL IN-

v0Lv£D.

WITH REGARD TO THI$; PERHAPS THE MOS% ;MPORTANT‘EOLE OF THE
SCIENTIFIC"TECHNICAL-BUS;NESS.COMMUNIT}ES; THE PROVISION OF.DATA
AND FRESENTATICN OF TESTIMONY, SOME WORDS OF JOHN GARDHER IN HIS
ook, NO EASY VICTORIES,. ARE PARTICULARLY PERTINENT.

“WE HAVE ALL SEEN MEN WITH LOTS OF BRIGHT IDEAS BUT NO
PATIENCE WITH THE MACHINERY BY WHICH IDEAS ARE TRANS-
LATED INTO ACTION, AS A RULE, THE MACH MERY DEFEATS
THEM. [T IS A PITY, BECAUSE THE PROFES$JONAL AND ACA-
DEMIC MAN CAN PLAY A USEFUL ROLE IN PRACTICAL AFFAIRS.
BuT Too OFTEN HE 1S A DILETTANTE. HE D:PS IN HERE OR
THERE; HE GIVES BITS OF ADVICE ON A DOZEN FRONTS; HE . )
NEVER GETS HIS HANDS DIRTY WORKING WITH ONE PIECE OF
THE SOCIAL MACHINERY UNTIL HE KNOWS IT VELL. HE WILL
NOT TAKE THE TIME TO UNDERSTAND THE SOCIAL INSTITUTIONS
AND PROCESSES BY WHICH CHANGE IS ACCOMPLISHED.”

AND AGAIN: -

“THE CURSE OF THE CITIZEN ACTION IS THE GLANC{NQ BLOW--

A LITTLE WORK ON THIS COMMITTEE AND ON TO THE NEXT ONE;

A LITTLE WORK ON THAT COMMITTEE AND ON TO SOMETHING ELSE...
NEVER GETTING FAR ENOUGH BELOV' THE SURFACE TO UNDIERSTAND
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HOW THE MACHINERY VIORKS IN. WHATEVER ACTIVITY HE [S TRYING
TO CHANGE; JUST LINGERING LONG ENOUGH TO SIGN TH:Z COM-
MITTEE.REPORT, NOT STAYING LONG ENOUGH TO SEE WHAT THE

CONSEQUENCES. OF THE REPORT ARE,"

THERE ARE OTHER‘MAJOR-PROVISIONS OF RESULATIONS WHICH SHOULD
AFFECT BEHAVICR OF RESABNSIBLE MANAGERS. THUS, THERE ARE NOT
ONLY CIVIL PENALTIES IN THE OSHA AND THE Toxzé SUBSTANCES CONTROL
ACT, THERE ARE CRIMINAL PENALTIES: INCLUDING JAIL SENTENCING
WHERE WILLFUL VIOLATIONS CAN BE DEMONSTRATED. MANY STATUTES

ALSC HAVE PROVISIONS FOR CITIZEN SUITS AGAINST THOSE ADMINISTER-

ING THE ACTS AT THE FEDERAL LEVEL.

-

How SHOULD THE MEDICAL PROFESSION RESPOMD TO THESE EXTENSIVE

REQUIREMENTS OF FEDERAL LEGISLATION? FIRST, YOU SHOULD RECOGNIZE,

BECAUSE THOSE IN GOVERNMENT ARE COMING TO RECOGNIZE, THAT THE PRI-
VATE SECTOR KNOWS MORE ABOUT ITS AFFAIRS THAN HEMBERS OF THE
GOVERNMENT WILL EVER KNOW. FEDERAL REGULATORY EFFORT IS DEPENDENT
ON THE KNOWLEDGE CONTRIKUTED BY THE REGULATEE. YOU KNOW MORE ABOJT
FEASIBLE MEDICAL PRACTICES IN THE INDUSTRY YOU ARE.INVOLVéD WITH

THAN OSHA xnows, THoSE 1N OSHA ARE TRYING TO MEET THEIR RESPOMSI-

BILITIES UNDEF THE ACT AND THEY WILL DO THE BEST THEY CAN. How DO
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YOU WISH TO BE REGULATED? THE ONLY HOPE FOR FEASIBLE REGULATIONS
IS FCR VOLUNTEERING OF INFORMATION ON YOUR PART. IN GENERAL, YOI
GET 1HE TYPE OF REGULATICN.YOU HELF TO SHAPE

As YOU MAY KNOW, OSFA STANDARIS RE@ufRénENTs INCLUDE RECORD-
KEEPING, MONITORING, SPEEIFIC ENGIMEERING CONTROLS AND A HOST OF
WORK PRACTICES, INCLUDING PROTECTIVE CLOTHING AND EQUIVMENT, JOB
ROTATION IN REGULATED AREAS, HYGIEMIC FAéILI"IES, LABELLING, AND
MEDICAL SURVEILLANCE., TRAINING AND EDUCATION REQUIREMENTS ARE ALSO
USUALLY INCLUDED. LARGE NUMBERS OF SPECIFIC STANDARDS DEALING
WITH INDIVIDUAL CHEMICALS ARE PROJECTED %OR “HE FUTURE. THERE
1S ALSO A DEVELOPMENTAL EFFORT DIRECTED AT'GENéRIC STANDARDS, STAN-
DARDS THAT CUT ACROSS INDIVIDUAL COMPOUNDS. THE MOST RECENT ILLU- _
STRATION OF THIS APPROACH IS THE GENERIC STANDARD ENTITLED “IDEN-
TIFICATION, CLASSIFICATION AND REGULATION OF CARCINOGENS”. UNDéR
THE ToXIC SpBSTANéES ConTROL ACT THE PRIVATE SECTOR WILL BE REQUIRED
70 PROVIDE INFCRMATION ON THE INDIVIDUAL CHEMICALS USED BY EACH FIRM.

THE GOVERNMENT WILL REQUIRE THE “CHEMICAL IDENTITY, PRODUCTION LEVELS,

USES, BY-PRODUCTS, ANY HEALTH AND SAFETY STUDIES, ALLEGED ADVERSE
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REACT 10NS, AND OTHER FACTORS OF ENVIRONMENTAL SIGNIFICANCE.” ALL

TESTING OF NEW PRODUCTS WILL BE'PERFOEMED BY THE PRIVATE SECTOR
WITH INFORMATION PROVIDED TO THE GOVERHMENT.

THE MEDICAL REQU}RQMENTS unpes: OSHA ;TANDARDS DIFFER FOR MANY
SUBSTANCES REGLLATED. I“HAVE BROUGHT ALONG .\ SUMMARY DOCUMENT BY
MR. FURR, OF WESTINGHOUSE CORPORAT;ON IN PITSBURGH, WHICH INDICA-
TES 'FLL CURRENT REQUIREMENTS UNDER THE STANDARDS., IT SHOULD BE
NOTEL THAT THIS ADMiNISTRATION HAS CONTINUED THE STRESS ON HEALTH
ASPECTS OF OSHPA CONCERNS RATHER THAN SAFETY ASPECTS. JR. Euta
BINGHAM HAS COMMITTED HERSELF TO CONTINUING THE INCREASED ATTENTION
TO HEALTH HAZARDS IN THE WORK ENVIRONMENT BY INCREASI&G THE NUMBER ’
OF HYGIENISTS IN THE AgchY AND THE NUMBER 0= HEALTH STANDARDS PRO-.
MULGATED, MoST REcenTLY, DrR. BINGHAM HAS IND;CATED THAT STANDARDS
FOR COTTON DUST, BERYLLIUM, BENZENE, ARSENIC, NICKEL AND LEAD-WILL

BE PROMULGATED BY THE END OF 1977, BECAUSE F THE REQUIREMENTS OF

THE STANDARDS AND THE THIRD PARTY LIABILITY POSSIBILITIES, IT IS

'NECESSARY TO SET UP A MAJOR DATA KEEPING FACILITY IN EACH COMPANY.

IT WILL BE NECESSARY IN THE FUTURE TO HAVE READILY AVAILABLE RECORDS
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OF PEI:SONHEL EXPOSURE TO CHEMICALCS. [T WOULD BE A MISTAKE AT THIS
TIME 'O THINK THAT THE "HEAT IS GOING }o DECREASE”, IT IS NOT.
THE HAT IN THIS FIELD IS GOING TO INCREASE: THERE ARE CERTAIN

IIMMED. ATE STEPS THAT THE PRIVATE SEZTOR AND %HE MEDICAL PROFESS-
ION CnN TAKE TO ENéﬁRE TQAT REGULATIRY ACTIVITY IN THE FUTURE IS
WELL “ASED, [ WOULD LIKE TO REVIEW THESE.

. THERE MUST BE CQRPORATE COIRDINATE AND PROFESSIONAL MAN-
POWER IN THIS FIELD., DURING MY TENURE Af OSHA I ADDRESSED THE
PRESINENTS AND VICE-PRESIDENTS OF TAE PETROLEUM REFINING Associ-
ATION., APPROXIMATELY 200 MEN AND WOMEN. I ASKED HOW MANY HAD |

EVER MET OR TAKEN PART IN THE HIRING OF THE INDUSTRIAL HYGIENIST

OR SAFETY PROFESSIONAL IN THEIR:FIRM. APPROXIMATELY TKREE HANDS

WERE RAISED. I THEN ASKED. HOW MANY =13#%*MET CR TAKEN PART IN THE -

HIRING OF THEIR CHIEF DESIGNER., VIRTUALLY EVERY HAND IN THE AU;
DIENCE WENT UP., THE AUDIENCE DID NOT REALIZE THAT THE_HEALTH AND

-

SAFETY PERSONMEL IN THEIR ORGANIZATION IS A CRITICAL MEMBER OF THE

COMPANY AND THAT THEIR FUTURE LIABILITY IS VERY MUCH DEPENDENT ON

THE EFFORTS OF THAT INDIVIDUAL.A THE PRIVATE SECTOR MUST PLAN FOR

[
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TESTING FACILITIES OR MUST MAKE INSTITUTIONAL ARRANGEMENTS FOR JTI-
LIZATION OF THé TESTING FACILITIES o; OTHERS FOR CHEMICALS, Ho>é-
FULLY, THIS WILL BE DONE ON AN ASSOCIATION:HIDE BASIS SO THAT AN
INDIVIDUAL FIRM IS NOT FESPONSIBLE FOR THE “OTAL COST BURDEN. Do
YOU, AS PHYSICIANS, KNOW THE CHEMICALS THAT ARE USED IN THE FACIL-
ITIES THAT YOU ARE EXAMINING MEN 70 WORK IN”" DO YOU KNOW THE pO-
TENTIAL OF THESE CHEMICALS FOR CAUSING HARM? [1ANY OF THEM ARE
MARKETED UNDER TRADE NAMES. ARE YOU AWARE OF THEIR INGREDIENTS?

2. BECAUSE OF THE ABOVE QUESTIONS, EACH FiRM MUST REVIEW ITS
PROCEDURES IN HANDLING, LABELLING, MONITORIIIG, SURVEILLANCE, ETC.,
OF TAE CHEMICALS IN ITS INVENTORY. [T MUST JUDGE THE ADEQUACY OF
CURRENT PROCEDURES AND MOVE TO' IMPROVE PROCEDURES WHERE THEY ARE -
INADEQUATE, IF PERSONNEL ARE NOT IN Hoﬁss 70 DO THIS., THEN SucH
SKILLED PERSONNéL MUST BE HIRED FFOM FIRMS PROVIDING VHIS SERVICE
You, AS THE PHYSICIANS.CHARGED WITH THE HEALTH OF THE PEOPLE IN
THE INDUSTRY, MUST APPLY THE PRESSURE TO MANAGEMENT TO DO ;HIS.

3, THE TOXICOLOGICAL DATA IN HAND WITH REGARD TO THE CHEMI-

CALS UTILIZED MUST BE REVIEWED. YOU ARE KEY PERSONS IN THIS RE-

VIEW PROCEDURE.,
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4, Do Y)U HAVE CLOSE TIES OR ASSOCIATIONS WITH YOUR COUNTER-
PARTS IN OTHER PLANTS? OR DO You OPERATE ALONE? I LO NOT KNOMW
THE PROCEDURES FOR SHARING OF KNOALEDGE IN YOUR GROUF, BUT IT 1S
ESSENTIAL TO ESTABLISH SUCH PROCEJURES.

5. ESTABLISHMENT.bF RECORDKZEPING AND DATA STORAGE. [ RE-
FER TO THIS ACTIVITY AS "DOCUMENTING THE MESATIVE”. PRIOR TO THE
ADVENT OF ALL THIS REGUIATION, THi PRIVATE SECTOR USED TO DOCUMENT
POSiTIVE CASES--CASES WHERE PEOPLii WERE HURT. TODAY IT IS NEéss—
SAR. TO DOCUMENT THE NEGATIVE, TO INDICATE IN YOUR REZORDS THAT
YOUr FACILITIES DID, INDEED, ADHERE TO ALL ZURRENT STANDARDS AND
REGULATIONS., IF PERSONS ARE INJURED IN THE FUTURE AND THEY. HAVE
AT ONE TIME OR ANOTHER BEEN EXPOSED TO POTENTIALLY HAZARDOUS CON-
DITIONS IN YOUR FACILITY, THERE IS A HIGH PR&BABILITY THAT THEY
WILL AT%EMPT T0 RELATE THEIR MEDICAL CONDITiON TO THA¥ EXPOSURE.
DNLy BY DOCUMENTING THE NEGATIVE CAN YOU AVOID THE ASSOCIATED LIA-
BILITY. | ’

6. [EDUCATION OF MANAGEMENT PERSOMNEL IS CRUCIAL. THIS EDU-

CATIOMAL PROCESS MUST INCLUDE .THE TECHNICAL EXPERT, AS WELL AS
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SENIOR MAMNAGEMENT PERSONNEL. MAny FIRST  LINE MANAGEFS ARE UNAWARE
OF THE RAMIF]CATIONS OF THE REGULATIONS FOF THEIR JOES AND THEZR

COM>ANIES., THEY ARE STILL LIVING EXCLUSIVELY IN THE WORLD OF PRO-

‘DUCTION LINE CHECKPOINTS AT CERTAIN HOURS CF THE DAY, CHECKS OF

*

VOL JME PRODUCTIbN, QUACITY CONTRCL OF PRODLCTS, ETC. THEY HAVE

NOT BUILT INT) THEIR AUTQMATIC REFLEXES THE .HEALTH AND SAFETY AS-
PECFS'OF THE =NVIRONMENT. ASPECTS AS IMPORTANT Aé THE FORMER PRO-
DUCTION CONCéRNS. HEALTH AND SAFETY MUéT EE MAbE A LINE MANAGEMENT
REé’ONSIBILITY, IT 1s-A WAY OF DOING BUSINESS THAT IS-WHAT THE RE-

GULATORY EFFORT IS ALL ABOUT.

~

7. REVIEW OF MEDICAL SURVEILLANCE PRCCEDURES. IT IS NECES-

SARY FCR MANAGEMENT TO APPRISE ITSELF OF TFE ADEQUACY OF MED}CAL .

'SURVEILLANCE PROCEDURES.. THESE PROCEDURES ARE NOT ABSTRUSE AND

DIFFICULT TO COMPREHEND. ARE YOU, AS PHYSICIANS, EXPLOITING THE

*

MYSTIQUE OF MEDICINE? 'IF S0, IT IS INAPPRCPRIATE. MoST SENIOR
MANAGEMENT PERSONNEL ARE FULL§ CAPABLE OF UNDERSTANDING MEDI CAL
TERMINOLOGY AND‘THE TESTS THAT SHOJLD BE PERFORMED AND THE RESULTS
OB%AINED THEREFROM. [T 1S THE OBLIGATION OF MEDICAL SPECIALISTS
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TO MAKE THEIR WORK UNDERSTANDABLE TO THE MANAGER. IT IS ONLY TOO
COMMIN TO HAVE SENIOR MANAGEMENT PERéCNNEL ASSIGN ALL RESPONSIBI-
LITY TO THE PHYSICIAN AND NOT EVEN QUERY THE PHYSICIAN ON PROCED-
URES AND RESUL"S. WE COULD FURTHER D{SCUgS'SPECIFIC CASES OF HOW
THIS HAS CAUSED MAJOR PéSBLEMS‘To 3USINESS MANAGERS.

FINALLY, ARE YOU, A3 AN OCCUPATIONAL PHYSICIAN, THINKING PRE-
VENTVE MEDICINE? OR ARS YOU IN YJUR PART-TIME RESPONSIBILITIES
}N Ail INDUSTRIAL FACILITY‘PRACTICIVG CURATIVE OR HEROIC MEDICINE?
Our MEDICAL SCHOOLS ARE STILL ORIENTED TOWARDS CURATIVE MEDICINE,
BUT NCCUPATIONAL HEALTH IS A BRANCH OF PREVENTIVE MEDICINE. You
ARE PERHAPS THE MOST IMPORTANT PER3ON IN THE 6CCUPATIONAL HEALTH
AND SAFETY TEAM TO GIVE'WEIGHT'TO PREVENTIVE MSASURES IN THE FAC— .
ILITY. ARE YOU STILL IN THE MINDS OF Téose IN THE PLANT, THE "poc”

THAT WILL ASSIST THEM WHEN THEY GET HURT? IF THEY THINK QF Yau

THAT WAY, YOU ARE NOT FULLFILLING T4E ROLE OF AN OCCUPATIONAL HEALTH

-
-

PHYSICIAN, UNFORTUNATELY, THE PROFESSION OF OCCUPATIONAL MEDICINE

IS UNDER A CLOUD. A RECENT CODE OF ETHICS WAS ADOPTED BY THE AM-

ERICAN ASSOCIATION OF OCCUPATIONAL MEDICINE, THERE ARE CHARGES OF
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THE ALLEGIANCE CF PHYSICIANS TO THEJR COMPANIES AND NOT TO THEIR

v

CLIENTS, THE WORKERS. ALL OF_THéSE CONFLICTS FACE YOU AS YOU

PURSUE YOUR PROFESSIONAL ROLE. I CLNNOT OVERSTRESS THE IMPOR-

TANCE OF THAT ROLE NOR THE NEED FOR YOU TO EXAMINE IN DEPTH THE

WAY IN WHICH YOU ARE RISING TO THE DENMANDS OF THE AMERICAN VORK-

PLACE- -DEMANDS REFLECTED ‘IN THE REGULATIONS W2 HAVE DISCQSSED.
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